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(12) If the drug is for other than oral 
use, the names of all inactive ingredi-
ents, except that: 

(i) Trace amounts of harmless sub-
stances added solely for individual 
product identification need not be 
named. 

(ii) If the drug is intended for paren-
teral use, the quantity or proportion of 
all inactive ingredients, except that in-
gredients added to adjust pH or to 
make the drug isotonic may be de-
clared by name and a statement of 
their effect; if the vehicle is water for 
injection, it need not be named. Pro-
vided, however, That in the case of con-
tainers too small or otherwise unable 
to accommodate a label with sufficient 
space to bear all such information, the 
information required by paragraphs (f) 
(1) and (12) of this section may be 
placed on the shielded container only. 

[40 FR 31308, July 25, 1975, as amended at 40 
FR 44543, Sept. 29, 1975; 42 FR 15674, Mar. 22, 
1977; 43 FR 14646, Apr. 7, 1978; 46 FR 8955, Jan. 
27, 1981; 49 FR 44460, Nov. 7, 1984; 50 FR 8996, 
Mar. 6, 1985; 55 FR 11582, Mar. 29, 1990; 56 FR 
10806, Mar. 14, 1991; 67 FR 4907, Feb. 1, 2002] 

PART 369—INTERPRETATIVE STATE-
MENTS RE WARNINGS ON DRUGS 
AND DEVICES FOR OVER-THE- 
COUNTER SALE 

Subpart A—Definitions and Interpretations 

Sec. 
369.1 Purpose of issuance. 
369.2 Definitions. 
369.3 Warnings required on drugs exempted 

from prescription-dispensing require-
ments of section 503(b)(1)(C). 

369.4 Warnings suggested for drugs by for-
mal or informal statements of policy. 

369.6 [Reserved] 
369.7 Warnings required by official com-

pendia. 
369.8 Warning statements in relation to 

conditions for use. 
369.9 General warnings re accidental inges-

tion by children. 
369.10 Conspicuousness of warning state-

ments. 

Subpart B—Warning and Caution 
Statements for Drugs 

369.20 Drugs; recommended warning and 
caution statements. 

369.21 Drugs; warning and caution state-
ments required by regulations. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353, 
355, 371. 

SOURCE: 39 FR 11745, Mar. 29, 1974, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 369 appear at 69 FR 13717, Mar. 24, 2004. 

Subpart A—Definitions and 
Interpretations 

§ 369.1 Purpose of issuance. 

The warning and caution statements 
suggested in subparts B and C of this 
part, for inclusion in the label or label-
ing of drugs and devices subject to sec-
tion 502(d) and (f)(2) and other relevant 
provisions of the Federal Food, Drug, 
and Cosmetic Act are issued for the 
purpose of assisting industry in pre-
paring proper labeling for these arti-
cles for over-the-counter sale and in 
meeting the legal requirements of the 
act that the label or labeling of drugs 
and devices bear adequate warnings, in 
such manner and form as are necessary 
for the protection of users. Only sec-
tion 502(d) of the act requires use of the 
specific language included in these sug-
gested warning and caution state-
ments. These suggested warning or 
caution statements are illustrative of 
those that may be necessary or desir-
able. It is the responsibility of the 
manufacturer, packer, shipper, or dis-
tributor in interstate commerce to see 
that such statements are adequate for 
compliance with the provisions of the 
law. Omission of any article from this 
suggested list does not relieve drugs 
and devices subject to provisions of the 
act from bearing adequate warning or 
caution statements where such state-
ments are necessary or desirable for 
the protection of the user. 

§ 369.2 Definitions. 

(a) As used in this part, the term act 
means the Federal Food, Drug, and 
Cosmetic Act. 

(b) The terms drugs and devices are 
defined in section 201(g) and (k) of the 
act. 

(c) Official compendia are defined in 
section 201(j) of the act. 
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